New England Compounding Center 

Customized Pharmacy Services 

■ 697 Wavetly Street, Framingham, MA 01702 
Tel: 800.994.6322 or 508.820.0606 
Fax: 888.820.0583 or 508.820.1616 
www.neccrx. com mail@neccrx.com 


November 8, 2004 

Mr. James Emery 
Investigator 
Office of Investigations 
Department of Public Health 
Division of Health Professions licensure 
239 Causeway Street, Suite 400 
Boston, MA 02114 

Re: New England Compounding Center 

Board of Registration in Pharmacy Docket Number: S/A PH 05-006 

Dear Mr. Emery, 

I am in receipt of your letter dated October 27, 2004 which we received via U.S. Mail on 
November 1, 2004. This typewritten detailed response to the allegations, inclu ding 
subsequent corrective actions taken in response, is provided per your request. 

1 ) P/ease confirm or deny the aforementioned statement —During a recent site visit on 9 / 23 / 04, you ' 
were requested to provide documentation as to your compoundingpractice and the dipensing of Trypan 
Blue Dye. Review of this documentation provided has shown that New ’England Compounding Center 
has possibly violated the following. MGL 94C 19 (b) that states: (b) No prescription shall be issued . . 
■ ' in order for a practitioner to obtain controlled substances for supplying the practitioner for the purposes 
of general dispensing to patients (Non patient specific prescriptions). 

A review of the same documentation provided to you does show what would appear to 
be incorrect or repetitive names being provided by several of our prescribing 
physicians. We have instituted a new Standard Operating Procedure for the 
Quality Check and Yetting of Patient Names which should eliminate these 
inconsistencies in the future. This new SOP is included herein at “Attachment A.” 
Additionally, per Leslie Doyle’s last inspection, the newest version of the Prescription 
Order Form, included herein as “Attachment B,” specifically includes a V erifica tion 
Step at the bottom which requires a Registered Pharmacist or designee, to verify all 
items shown on the Patient Order Form, including patient nam es 
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Re: New England Compounding Center 

Board of Registration in Pharmacy Docket Number: S/A PH 05-006 Page 2 


Additional Information Requested: 

1) P lease state if New England Compounding Center is currently compounding and dispensing Trypan 
Blue Dye. 

Yes, New England Compounding Center is currendy compounding and dispensing 
Trypan Blue Dye. 

2) Please provide a fill log for Tiypan Blue to include the dates of9/24f 04 -present 
Included herein as “Attachment C” 

3) Please provide a copy of all Trypan Blue prescriptions {front and hack) dispensed containing more than 
two (2) doses units perpatientto include the dates of If 1 f 04-present (10/31/04). 

Included, herein as “Attachment D” 

4) Please inform the Board of New England Compounding Center procedure of compounding Tiypan 
Blue Dye. 

Please see Trypan Blue “Formula Worksheet”, included herein as “Attachment E” 

5) Please inform the Board where f how New England Compounding Center obtained this procedure. 

The procedure was obtained from Professional Compounding Centers of America. 

.6) Please inform the Board when and how the sterile Trypan Blue powder is introduced to the compound. 

Please see “Miring directions”. area of- Trypan Blue “Formula Worksheet”, included 
herein as “Attachment E” 

Corrective Auctions Taken -. 

In summary, we regret that the invalid patient names were not discovered by our pharmacy 
processing staff. We have taken imm ediate action to insure that physicians provide, and we 
verify, accurate patient names in the future. The new Standard Operating Procedure for 
the Quality Check and Yetting of Patient Names has been developed and implemented. 
The prescription processing staff has been retrained. For the foreseeable future, all of the 
Trypan Blue prescriptions shall be scrutinized even more closely than no rmal with specific 
emphasis on patient names. 
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Re: New England Compounding Center 

Board of Registration in Pharmacy Docket Number: S/A PH 05-006 Page 3 


Should you require further information, I may be reached at 508-820-0606. 
Sincerely, 

NEW ENGLAND COMPOUNDING CENTER 

Barry J. CaWn, R.Ph. 

Director of Pharmacy 


Attachment A: Standard Operating Procedure for the Quality Check and Vetting of Patient Names 
Attachment B: NECC Fax Prescription Order Form 

Attachment C: Fill log for Trypan Blue to include the dates of 9/ 24/04 — present 

Attachment D: Copy of all Trypan Blue prescriptions, (front and back) dispensed containing.more.than two 
(2) doses units pet patient to include the dates of 1 /I /04-present (1 0/31/ 04). 

Attachment E: Trypan Blue Formula Worksheet 
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Attachment A 



Co mpoundin g 

Center 


New England Compounding Center 

Cus tomized Pharmacy Services 

697 Waverly Street, Framingham, MA 01702 
Teh 800.994.6322 or 508.820.0606 
Fax: 888.820.0583 or 508.820.1616 
www.neccrx.com mail@neccrx.com 


Standard Operating Procedure for the Quality Check and 
Vetting of Patient Names 


At all times, out compounding services shall be performed to honor the basic tenant of our 
profession - the Patient, Physician, Pharmacist Triad. 

Additionally, as a Compounding Pharmacy located in Massachusetts, we must always 
remember that each and every compounded medication shall be filled based on a valid 
prescription, written by a qualified physician, for a specific patient. 

It is -the prescribing physician’s responsibility to provide accurate patient information when 
completing New England Compounding Center’s (“NECC”) Prescription Order Form. 
However, on occasion, perhaps in an effort to save time, certain physicians have attempted to 
provide patient names that may not be completely accurate. This SOP is designed to educate 
our prescription processing staff to identify inaccurate names and insure ■their correction prior 
to filling the prescription. 

The following specific checks and steps must be undertaken for all prescription orders 
received from a prescribing physician: 

1) Check the new Prescription Order Form for completeness. Are all fields filled in 
properly? 

2) Check the prescription order versus the last order from that particular prescribing 
physician. Does it match in type, quantity and dosage form of medication? If not. 
what are the reasons? 

. 3) Is there a patient name for an appropriate number of doses of each medication. For 
example, for Trypan Blue, are no more than 2 vials per patient name prescribed. The 
specific guideline for each medication, (how many doses per patient) is determined by 
the Director of Pharmacy based on typical prescribing patterns as well as generally 
recognised medical practices. 

4) Visually check all patient names provided to determine if they appear to be accurate. 
Specifically, look for warning signs that the names may be inaccurate, such as: 
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Standard Operating- Procedure for the Quality Check Page 2 of 2 

and Yetting of Patient Names 

a. Repetitive nam es — ’were the same names used from one prescription order form 
to the next? Are the same names used over and over on the same prescription 
order form? 

b. False names - does it appear that the names are made up, i.e., is, Smit h or Jones 
or White or Black used over and' bver? 

c. Matching names - does the patient and physician name match? 

5) If through visual inspection, apparent discrepancies are discovered, they must be 
corrected by the prescribing physician when the Verification Step is performed. The 
Verification Step involves a NECC Registered Pharmacist or his/her designee 
contacting each prescribing physician upon receipt of the Prescription Order Form to 
insure the completeness and accuracy of all information. 

6) Only, when all information is confirmed' to be correct, should the Prescription Order 
Form be processed and the medication dispensed. 

7) Questions regardiri^this policy should be addressed to the Director of Pharmacy. 
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Physician’s name:__ t ; ; DEA Number: ' 

Verification: Institutional Agent: ; NECC Agent: Date: Time: 




